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1. COMPLAINT NUMBER B
PLA-8747 /X A
COMPLAINT/INJURY REPORT T DAY OF NPT (o TTo e
28097
3 1) XX TELEPHONE L ic%%%?;r (1} EXCONSUMER () [1 TRADE SOURCE
FORM OF {2) 7 LEYTER ) [ GOVERNMENT {2) [ OTHER
COMPLAINT (3 [J visr oLOsOrf {ndicate in Remarks)
5. ». NAME & b. AREA CODE AND TELEPHONE NUMBER
COMPLAINANT HOME
IDENTIFICATION WORK
6. a. DESCRIPTION OF COMPLAINT/INJURY
Conplainant stated that her son had taken four capsules of the product and exg
experienced tremors, tingling all over, couldn/t sleep, and felt like he was
COMPLAINT going to pass out. Her son has seen a physican and cardiologist. An ERG was
OR INJURY performed and was abnormal.
b. DOES COMPLAINANT EXPECT
SR AT
t)xjgaln in Remarks)
ry . TYPE SYMPYOMS  ONSET(RR] | <. ATT¢NDING HEALTH d. HOSPITALIZATION REQUIRED
T EB 1. [0 VOMITING PROFESSIONAL 0 (2O YES 2
INJURY OR 2. ] NAUSEA g)_lj NO () WES yes* give name, address; phone
LLNESS (HFG-167) “glve name, numbaer and dates)
RESULTED NOTRED | 3. [0 DIARRHEA  ___ 'phone number]
4. [ FEVER phy:
(1) ONo (M QONO | 5 O SKINVEYEIRR. :
(2) ENMYES @) M%es | 6. O HEADACHE cardis » UNKNOWN
(f “yes“complete 7. ﬁ(OTHER _3.hours at this time
nRemis 3 through o) TE .
0 in r i 1a'
8. . PRO
1
PRODUCT AND <. SIZE AND PACKAGE TYPE d. Nﬁﬁmm OCATION OF STORE WHERE PURCHASED
LABELING 60_caps plastic bottle
. PACKAGE CODESERIAL NUMBERETC.
63170 or Gal70 . " anterdste) yes” h. AMT REMAINING
EXP/USE BY DATE: o/a 6/16/97 (M COINO  (HXKYES all but 4
9. a. HOME DISTRICT . NAME AND LOCATIOR OF FIRM (include Zip Code) d.
MANUFACTURER/
DISTRIBUTOR Nesg Yark labeled as: Twin Labs %P%Tﬂzmwa
OF PRODUCY b. C.F.NO. Ronkonkomo, NY 11779 @) O YeS
2421049 .
10. PROBLEM KEYWORD ¢. DISPOSITION 11. PRODUCT CODE
- {1) CObE | (2) DESCRIPTION zéi g IMMENATE FOLLOW-UP
EVALUATION RX 1 reaction CLossn WITHOUT FURTHER S4YCA9S
b. EVALUATION 12.IN .
DISPOSITION (1) ] NOT AN FDA OBLIGATION @ m%moroom%ueosm FORMATION COPIES TO;
(2) [3 OBLIGATION, NO VIOLATION ® 0 ammoro' smml. [ HFB-100 [ HFZ-343
0 BRaaacs | o mrelinorsan i
UNABLE TO EVALUATE FDA _Ny... DISTRKT HFV-238 md%%o
=9670
REMARKS ATTENTION: ARMS MONITOR
NAME AND TITLE M DATE
ie . Bri T Inves¥i r 7/8/97
O TOX 2818 (150)
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Adverse Reaction Information Form A

Complaint Number: ﬂﬁ’gm"rf

Consumer Information

£ Initial Report Source: ®ORA Consumer Injury
Date of Report: O\ [GNQF = peemmmmmmmeeemem e e e
MM/DD/YY OTelephone OCorrespondence OMedWatch
- Ay aUSP GPQRS CPoison Control OCDC
Name: Gender: OF =M Age: 2D s

Race: R1-White 02-Black 03-Asian/Pacific Islander  04-Native American  OS-Hispanic
O8-Other 09-Unknown

Information on Adverse Reaction

Date of Adverse Reaction: 0)4 ("P"\qq Give the site of consumption/ingestion (e.g. home, restaurant, office):
Previous Reaction to Product Type: OYes ®No me.

Describe the advcrsc even (in udm mptoms and the time lapse from using product to onset of symptoms - .
ffb;‘ n\uﬁ,res‘; )é}u‘dd‘&i yl gu)\,\ LM ap>tipq p7 Odl/u.ul" gq? s(paﬂfﬁ o4 DLS);IIg( je 1)Zl+ Dt Ceping
long did the syrﬁptoms lastq WeL E— QQM As CM‘(* RV MQCW ¥rom~‘-

vae the circumstances of exposure (¢.g., dose, route zf cxposure frequency

cobzz)r{&t;s mwft TO 2 s the lowma) Frickay, "T’oob Z 4vds Satutuy Mornng amdd
List all Medication(s), Dietary gupp'lcmcm(s) Food(s), and other product(s) used at the time of the event:
oty by Hown Poss) L,)») Vit €= hadeaten Huviny sanduwnch for tuach |

Did event abate after use of suspected product stopped or dose reduced: OYes ®No OUnknown

Did symptoms reoccur after reintroduction of suspected product: OYes 0ONo OUnknown ®Not Applicable

Did symptoms reoccur after using other products with the same ingredients: OYes ONo ®Unknown ONot Applicable

Medical Information

Was a health care provider seen?: KYes ONo
Give health care provider’s name, address and telephone number: _

Occupation of Health Care Provider: ¥MD  0©Osteopath  ONaturopath  ONurse OPharmacist
O0ther (specify)

What medical tests were performed and what were the results?

What was the medical diagnosis? g% m FD] (/‘\' L ng

What treatment(s) was given (e.g., drugs, other)?

Were there any preexisting condition(s)/treatment(s)?
(If YES, list them including allergies, and chronic diseases): OYes ®No

Product Category

1. Adverse reaction to:
OMedical Food (under medical supervision) OlInfant Formula
®Dietary Supplement (a vitmin; an essential mineral; a protein: a herb or similar nutritional substances including botanicals such as ginseng and yohimbe; ammo

acids; extracts from animal glands; garhic extract; fish oils; oil of evemang primrose; fibers such as psyllium and guar gum; compounds not generally recognized as food or
nutrients, such as bioflavonoids, enzymes, germanium, nucleic acids, para-amino-benzoicacid, and rutin; and mixwres of these ingredients.)

OOther (traditional food)

Other Product Problems
2. OForeign Object (specify):

3. COther (specify):

384 000002

Investigator: ;[b.QLQ D @r)\’;\%}r%eﬂ.‘
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INVESTIGATIONS OPERATIONS ™ UAL A Exhibit 910-D
ozt iq9
S gy et
Information on Suspected/Alleged Product S Prtrent €4y |

Give the product name (including dose/serving size, duration of use, and reason for taking):

ToaAR METAROLL ENVANLEE R\ €7eD Fuel

—SeE LABRNL- Fo Ausge . d irathm

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
OCheck here if ingredients are unknown

Mah uana Extcact, Guaraau Bt L-Carptiar  Chromium

If a particular ingredient is suspected of contributing to the reaction, please indicate the appropriate category below:

OAspartame OColor Additive (please specify)
OMonosodium Glutamate

OSulfite

aOther

OUnknown

Product Label Available: lYe’! CNo OUnknown Product Sample Available: %Yes ONo OTUnknown

obtine d Cogv\ oL (D\\o,ai \XCN\O\'@\ S?\ Q-C ,ﬂ(OAv\e‘(’ 1:5 V\)D\Wcl/duo

Outcome Attributed to Adverse Event:
(If yes, include pertinent medical records)

Death: OYes BNo

Life-Threatening: OYes ®No (9@ MDY cA [ E{—’Qw%)
Hospitalization: OYes ®No (if YES, indicate if initial or prolonged)

Required intervention to prevent permanent impairment/damage: OYes ®No

Did the adverse reaction result in a congenital anomaly: OYes ®No

385 000003
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DEPARTMENT OF HE TH & HUMAN SERVICES . Public Health Service

Memorandum

Food and Drug Administration

i.ie ©. Bringzer. Inve gator

Sublect srment FIRM: Tuin Lavcratories, Inc.
ubjec N, —
d Ronkonkome . HY 11773
IR . AT 1 AD
R Y Pty YRR o0 SN
Supervisory Investigator
To ~Era
JEfice

memcranduon  doowments  FLA-DC s follow-up to the subject
nment (Attachment 1) which uzigliate& from CFSAN, Divigion
rizld Program Pianning and Evaluation. Keferenced assigrnment
voived the collecticon of medical records, ccompletion of an
se event gqaestionnaire. and rroduct labeling regarding FLA-
cmplaint #ELA-BTAT. A zopv of the assignment and the

4

i
spisint iz included as Attachment 1.

ords disclosure was

e guentLy delivered Lo
ic 5 fic DT OCES . 1 explained to the
T = l"'l"‘;a' T':'r*' *Tr‘f* I kol “i‘:)l "46"“—‘ --'15 ‘F_\"f"l = ) +‘ z V" "T‘
P Siclan 8 oiflce  that needed recorids pertaining 1o a visi
maae on or arouna bslEsY7. churds rertaining Lo oa 6/24.7397 visit
- vroviged and are iaciuded az Attachment .

Ronald R. Roy, CFSAN, HFS-636, Domestic Programs Branch, Division
of Field Program Planning and Evaluation

Requested information is attached JLLAJa‘/4&£/

Terry G orrest, SI
FLA-DO

RECEIVED

NOV 14 1997
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MEMG: PAGE TWO SUBJECT: FLA-DO #070417

Laneiing was optained via purchase of one product container from

wne store the original product was purchassd from. After the

_abeling was  oopled the product was field destroved. The

lzweling is  included a5 Atiachment 3. The adverse event

ausationnalire was completed at  the same time the authorizaticn

Tor o 1 rid3 was obtalined. The completed adverse event
. included as Attachment 4.

slrie DL Br 1ngge»x 203 :
Investigator,

ATTACHMERTE 1-4

Tinal: 11/4/97/3db
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